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Disposition of Claims 
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DETAILED ACTION 

Currently, claims 1 1-30 are pending and are under examination herein. 

Oath and Declaration 

It does not identify the mailing address of each inventor. A mailing address is an 
address at which an inventor customarily receives his or her mail and may be 
either a home or business address. The mailing address should include the ZIP 
Code designation. The mailing address may be provided in an application data 
sheet or a supplemental oath or declaration. See 37 CFR 1 .63(c) and 37 CFR 
1.76. 

The specification to which the oath or declaration is directed has not been 
adequately identified. See MPEP § 602. 

Receipt is acknowledged of papers filed under 35 U.S.C. 119 (a)-(d) based on an 
application filed in Germany on 1/30/2006. Applicant has not complied with the 
requirements of 37 CFR 1 .63(c), since the oath, declaration or application data sheet 
does not acl<nowledge the filing of any foreign application. A new oath, declaration or 
application data sheet is required in the body of which the present application should be 
identified by application number and filing date. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 1-30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the Invention. It is unclear what co-crystals of florfenicol are. 
There is no teaching to define what a co-crystal of florfenicol is. 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 1-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nagabhushan (US Patent 4,235,892) in view of Kruse et al. (US Patent 5,646,151). 

Nagabhushan teaches compositions of florfenicol that are formulated for 
parenteral, oral or topical administration (Col. 9, lines 41-46 and Col. 10, lines 21-24). 
Injectable solutions or suspensions are taught (Col. 10, lines 28-30). Nagabhushan 
teaches by examples that injectable solutions contain water, indicating that the 
composition is aqueous (see Formulation 5). Nagabhushan further teaches aqueous 
compositions that include micronized florfenicol (Formulation 1). The amounts of 
florfenicol in the compositions do not exceed 500 mg/ml (see all Formulations). 
Nagabhushan teaches the addition of sodium carboxymethylcellulose (see Formulation 
1). 
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Nagabhusahn does not teach the particle size of the florfenicol, the amount of the 
buffer, a stabilizer, a polyvinylpyrrolidone, a surface-active agent, an antioxidant or 
antimicrobial. 

Kruse et al. teaches parenteral formulations that include sterile suspensions that 
include aqueous vehicles, antimicrobial agents, buffers, antioxidants (Col. 34, lines 19- 
21 , 31-39). Kruse et al. teaches that suitable suspending and dispersing agents include 
sodium carboxymethylcellulose and polyvinylpyrrolidone (Col. 34, lines 39-42). Kruse et 
al. teaches that formulations that are suitable for injection may be suspended in 
micronized form (Col. 36, lines 6-7). Kruse et al. teaches stabilizers that include citric 
acid (meeting the limitation of a stabilizer of claim 14; Col. 34, lines 44-46). Kruse 
teaches that suitable compounds for the formulation include florfenicol (Col. 42, line 8). 

Accordingly, it would be obvious to a person of ordinary skill in the art to combine 
the teachings of Nagabhusahn which teaches micronized florfenicol suspensions, with 
the teachings of Kruse et al. which teach formulations that are suspensions that contain 
ingredients such as buffers, antioxidants, antimicrobials and disintegrating agents such 
as polyvinylpyrrolidone and sodium carboxymethylcellulose. One would be motivated to 
include the ingredients taught by Kruse in the formulation of Nagabhusahn in an effort to 
create a stable formulation that will effectively deliver florfenicol to a patient. 

Regarding the claim limitation of the particle size of florfenicol, it is noted that 
Nagabhusahn teaches micronised florfenicol; therefore, it would be obvious that the 
particles are small because they are micronised. 
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Furthermore, it is obvious to vary and/or optimize tlie amount of buffer, stabilizer, 
sodium carboxymetlnylcellulose, polyvinylpyrrolidone, antioxidant, antimicrobial provided 
in the composition, according to the guidance provided by Nagabhusahn and Kruse, to 
provide a composition having the desired properties such as the desired concentrations 
to formulate a composition to deliver florfenicol to a patient. It is noted that "[W]here 
the general conditions of a claim are disclosed in the prior art, it is not inventive to 
discover the optimum or workable ranges by routine experimentation." In re Aller, 220 
F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

It is noted that the K-value of the polyvinylpyrrolidone is a property of the 
compound. A compound and its properties are inseparable. In re Papesch, 315 F.2d 
381, 137 USPQ 43 (CCPA 1963). 

It is noted that if the body of a claim fully and intrinsically sets forth all of the 
limitations of the claimed invention, and the preamble merely states, for example, the 
purpose or intended use of the invention, rather than any distinct definition of any of the 
claimed invention's limitations, then the preamble is not considered a limitation and is of 
no significance to claim construction. Pitney Bowes, Inc. v. Hewlett-Packard Co., 182 
F.3d 1298, 1305, 51 USPTQ2d 1161, 1165 (Fed. Cir. 1999). 

Conclusion 

No claims are allowed. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is (571 )272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Shengjun Wang/ 

Primary Examiner, Art Unit 1627 

Renee Claytor 



